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DETAILED ACTION 

Note that the examiner assigned to this case has changed. 

RCE 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 8/15/07 has been entered. 

The amendment to the claims filed 8/15/07 is acknowledged and entered. 

Claims 50-77 are currently pending and under examination. 

Applicants' arguments filed 8/15/07 have been fully considered. Rejections and/or 
objections not reiterated from previous office actions are hereby withdrawn. The following 
rejections and/or objections are applied. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Priority 

Applicant has not complied with one or more conditions for receiving the benefit of an 
earlier filing date, U.S. provisional application 60/51 1,602 filed 10/14/2003 under 35 
U.S.C. 1 19(e) for claims 50-77. Claims 50-77 are essentially the same as cancelled claims 1-28 
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and are drawn to a method and a system for representing performance of a drug candidate 
comprising steps of receiving raw data, extracting index information, referencing information to 
generate a metadata file, referencing the metadata file to convert raw data into a binary file, 
generating a user interface comprising a menu, presenting the menu to a user, receiving a user 
input, causing the interface to reference and identify a subset of the binary file, and presenting 
the data subset. The steps of referencing information to generate a metadata file, referencing the 
metadata file to convert raw data into a binary file, and causing the interface to reference and 
identify a subset of the binary file are not supported by the provisional application 60/51 1,602, as 
set forth in the previous office action. 

If applicant desires benefit of these provisional applications, applicant is invited to point 
to specific support by page and line number for each limitation of instant claims in the 
provisional application mentioned above. Priority for claims 50-77 is granted only to the filing 
date of the instant application filed 02/06/2004. 

This is reiterated from the previous Office action mailed 1 1/29/06. Applicant did not 
address the issue in the responses filed 4/30/07 and 8/15/07, respectively. 

Withdrawn Rejections/Objections 
The following rejections/Objections set forth in the previous Office action are hereby 
withdrawn in view of applicant's amendments filed 8/15/07: 

the rejection of claims 50-77 under 35 U.S.C. 101 because the claimed invention 
lacks patentable utility; 

the corresponding rejection of the same claims under 35 U.S.C. 1 12, first 
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paragraph (enablement) for lacking utility; 

the rejection of claims 50-54, 62-71, 73-75, and 77 under 35 U.S.C. 103(a) as 
being unpatentable over Fink, U.S. Patent 5,808,918, in view of Watkins, U.S. Patent 6,457,017; 

the rejection of claims 50-51, 53-71, 73-75, and 77 under 35 U.S.C. 103(a) as 
being unpatentable over Herren, U.S. Patent 6,108,635, in view of Watkins, U.S. Patent 
6,457,017; and 

the rejection of claims 72 and 76 under 35 U.S.C. 103(a) as being unpatentable 
over Herren, U.S. Patent 6,108,635, in view of Watkins, U.S. Patent 6,457,017, 
as applied to claims 50-51, 53-71, 73-75, and 77 above, and in view of Redlich, 
US 2005/0138110. 

Note that the major reason for withdrawing the art rejection is that the recited references 
do not teach or make obvious the newly added limitation in the claims, i.e. at the interface, "the 
presented data subset is used for developing the model of the drug candidate's clinical safety, 
tolerability, and efficacy profile in relation to a competitor compound." 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 55-77 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Independent claims 50 and 75 are amended to recite at the interface, "the presented data 
subset is used for developing the model of the drug candidate's clinical safety, tolerability, and 
efficacy profile in relation to a competitor compound." While, as set forth in the previous Office 
action, the specification does disclose that there is a need in the art for systems for modeling the 
behavior of drug candidates wherein different knowledge is used for developing a model of 
compounds' clinical safety, tolerability, and efficacy profile in relation to the compounds 1 
competitors, the specification does not describe an invention where in a computational system 
and in the context of the steps of lines 1-17, and at an interface, "the presented data subset is 
used for developing the model of the drug candidate's clinical safety, tolerability, and efficacy 
profile in relation to a competitor compound." This limitation is thus new matter. 

The following is a quotation of the second paragraph of35U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 55-77 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 50 recites the limitation of identifying "locations" of treatment scenario 
information types. It is not clear whether this means physical location (a hospital or clinic) or site 
of administration of a treatment (arm, leg) or some other "location". As the intended limitation is 
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not clear, claims 50-74 are indefinite. This rejection is reiterated from the Office action mailed 
1 1/29/07. Applicant did not address the rejection in the response filed 8/15/07. 

Claims 50 and 75 recite a binary file "relevant" to a user-selection. The metes and bounds 
of the "relevancy" of a binary file to a user selection are not clear. One skilled in the art would 
not know specific criteria for determining whether a binary file is "relevant" to a user-selection 
and neither claims nor the specification define establishing relationships between a user-selection 
and a binary file. This rejection is reiterated from the Office action mailed 1 1/29/07. Applicant 
did not address the rejection in the response filed 8/15/07. 

Claim 50 in line 9 recites "the raw data file." The phrase lacks sufficient antecedent basis 
because there is no prior reference to a raw data file. Although raw data was recited in one of the 
earlier steps, "raw data" per se does not equate a "raw data file." 

Claim 50 in line 18 recites "the data subset in one of a select type of presentation 
formats." The metes and bounds of the limitation are unclear. First, the phrase "the data subset" 
lacks sufficient antecedent basis. While there is prior reference to "a subset" of a binary file, 
there is no prior reference to "a data subset." The two phrases are different at least in scope. 
Second, it is not clear what is meant by "one of a select type of presentation formats." It is not 
clear where to present "the data subset." 

Claim 50 in the penultimate line recites "developing the model of the drug candidate's 
clinical safety, tolerability, and efficacy profile in relation to a competitor compound." The 
phrase "the model" lacks sufficient antecedent basis. Whereas there is prior reference to "a 
model" in line 3, that model is "a model of drug candidate behavior," a generic model. The 
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model in the penultimate line of claim 50, however, is specifically on "the drug candidate's 
clinical safety, tolerability, and efficacy profile in relation to a competitor compound." 

Claims 55-58 recite "the presentation format." The phrase lacks sufficient antecedent 
basis because there is prior reference to plural "presentation formats" in claim 50, from which 
claims 55-58 depend. It is thus unclear whether a particular and singular "presentation format" 
out of the plural "presentation formats" recited earlier is meant, and if yes, which particular one 
out of the multiple ones. 

Claim 59 recites "the subset represents a contrast between output corresponding to two 
controllable variable input scenarios." It is nuclear between what is the contrast. The singular 
form of "output" is confusing because a contrast cannot be between a singular "output." Is 
"outputs" intended? 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shubo (Joe) Zhou, whose telephone number is 571-272-0724. 
The examiner can normally be reached Monday-Friday from 8 A.M. to 4 P.M. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Marjorie Moran, 
can be reached on 571-272-0720. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
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available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. For all other customer support, please call the 
USPTO Call Center (UCC) at 800-786-9199. 

/Shubo (Joe) Zhou/ 
Shubo (Joe) Zhou, PH.D. 
Primary Examiner 



